
Date: March 28,2003 

Dockets Management Branch (WA-SOS) 
Food and Drug Administration 
5630 Fishers Lane, Rwm 1061 
ltcwk~tie,Marylmd20852 

To Whom it May Concern: 

We ata oubmhhg cvnent~ in c~guds to fhR Biotecrorism Act (P&tie HeaIth SeClvity Wd 
Biotcrrorism Preparedness and RFqponsc Ati of 2002), which includes a numbcx of provisions 
that till afki the import industry. Althcrugh we uudmtaud the importaucc of cnsurhg the 
safety of our l’aod supply, WE ate very wncem~ about tbc impleme-ition and caforcement of 
these zqpltiianu. We have Listed the Sectjon ~OlIoWed by tw CMlcems micosIIrncnts. 

Set 303. Adminisaative Datenti~~~ 
Also allows an article of food to Ix d&&xl W&Z pat~a@ (1) far & 

rea6on;rble pcr-io~ not t0 excerd 20 days, u&s a geatm pet-iob not ta 
mcccl :o days, is 6w.0s~ppy, to aable tb Secretary to hditnt8 m a&n 
uwkx subsection (a) 01’ setioh 302. 

Concern: The specifying of 20 days, ES an upper litit, is not what mast would c&.& a 
nawnable time frac to institute an wtion. h addition, &om when does the pc&d of 
detention begin? The period of detention should begin once prior notice (as st&xl in Set 307) 
is filed for rhe wticlc of food. In uddition, the article of food should only be detained for 72 
hours so that the Secretary is -bled tct i&tutc ~lnd action. 
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See 35. Rcgktmtion af Food Facilities 

Concern: This section clearly -es that fm a for&@ fwtiity, a U&d Strrtes a@ mti be 
de~igmted. The U&cd States agent so d&~d mu& be a permsrzsnt resident OT citizen of 
the United SMCS. Both foreign exporters and US impotiej~ WC &CZCS~R at subs&&l risk if 
the dcsigmted United S~~Y.CS agent for the foreign h~tity fails to fulfill its obiiiaGms to &at 
feign Mlity. Both will lose c43nlml if they m compelled to be 6xXtlInUoas 4th 
FDA chamekl throu& a United Smes ageoL A fore@ fkcility mu!3 be able to submit a 
regijsmicm to @A Secretsry without t&&n&g a United Staks ageart. 

See 365. Kegisuatb~ uf Food Facilities 

Coucefn: This s&on does riot make SW since it prohibits a dcmestic oc fkei&n fkcilitp fkxn 
verifying whethe? proper registration has been completed for each facility that ma&&~- 
processes, packs, or holds food for conmnptinn ia the Unikd Stales. I’ke$m, the facility 
fcannot aquirc veriCMion that all fore@ entities in the supply chain previous to the Mlity 
have pmpcrly r&skred befote the fkili?$ poss~ses the micle of fbod. 
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See 307. Prior Naticc? of -cd Food Shipmoats 
States requires that a notice under utch mh be provided by a 

~cpcciiicxf period oftie ia rdvrncc of the time ofthe WsxWk~ Ofthe: 
Wnick of food invebd or he of&&g of&e f&d ik impon which period 
shall lx no ICSSS than the ml&urn amount af We rkcessaty far Iha 
Sccmtary to fcccIw, rawlaw, and appr0pfiatcly taspoftd to such twti~wtian, 
but may nor exceed I% &s. 

Concern: Since p~i.or notification must bc given and the natificatbn reqtlires @Z&I 
information. including Customs entry numbe.r, the importer must pK43C thn’r entry with US 
Customs. However, US Customs also has EI, regulation that dots not allow an importer to file 
e~tryardrt~;lnfiv~daysbcforcartival. Thise8fWi~yreducaSthe WhiaWilCC0fd~iKi 
importer to submit prior notice of ixaportsd food. Wb the pH &uation, it iS becoming ha&r 
to pinpoint arriw4 infornwtion I% &ipmWs. SornetinW the fi&tkt cornpaap does not pEWid 
arrival information on skipnwts until it has tivcd at th8 bozdcr, Tlte rq@atio~ gwcrning 
Ptior Notkx of Imported Food Shipnxnb is also amiundancy of the cwrtxtt OASIS ~stam 
that is already in place and working, The cusb-n b&r of the imprter af teed al~dy 
provides a list &f ihformatian to the US FDA. To have the importer provide the we 
information in the Prior Notice of Tmported Food Shipm~& would bc a red-. &I 
addition several fieldr. of inkmation ie not ktlow to the impo~W, such (~6 the US m)A 
product code of’ each item, Therefore, the prior Notice offmported Foods sbiprnents suws mu 
need and should not be irnpkrnented , 

SW: Xl?. P&r Notice o~lmported Food Shipnenta 
In tire event that other infonnrtion in W prior nottee must be chaaeed, It0 
amendment or upd~~c P pcrnlttcd. The submii muat canc61 the initial 
prior notice rrfld submh x mew cm&. In additbt~, ifrrn dent is needed, 
FDA is proposing to limit the infamation that my be mended in a priw 
notice to the product iderrtlficatlon hlfhmth tequircd h propwed Sec. 
1.288(e)(l). 

Cmccrn: Under the propascd US FlIlA regulation, a prior natifxcation filing canno be amMldcd 
if an error was made in the fling. The filing must be d&a&d and a new prior a~ti&on is 
subtnitred. This will b’e an enormous d&n of resvurccs fbt both the ixqwttx d be US FDA 
because each filing will take 0.5 to 1 hour tc complctc for each arUe of food. In addition, if 
the clerica! ettot is not discovered &fore noon of the day prior to arrival, the shipment till be 
refitsed 
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Set 307. Riot Notkc of Import4 Food Shipments 
FD4 recognizes that faad my be ahippd ifi the sole contuinct M truck 
with non-food ituns, Since articlerr &et BTO not food an not ru&ct to this 
proposed rule. when mixed at consolidated iupc~rkd &cl&t contrihs 
articles of f’ood that mnst Ire hald rt the: pat of entry or mwed to B sccurc 
facility, thosrs articles that baw ban tbfuscd muat bc de& with bafm eht 
rcs~ dthc shipmax proceeds. 

Concern: This putposed rqgIation appears to place undue burdw on imp~aws 40 often WC 
mix or coimMUcl imported frci&t to impmt their goods. Ifone importw &es not properly 
file a ptior naticc of imported f&d shipments, then the other impwtcrs must wait fm the 
ofknding importer to deal with the prior notice of impmted food shipments befhc the 
umsolidated or mixed impoti tiei& shipment cm pm&. Impertws cm fatx s&stmtW 
dei87S awaiting cltlamtkce of pmducts, 

We, as members of the imrtmtional trade cornmuni~~ m VW concaned alaut the curat 
situation with importilliax a welf M the W ixuplemention of the %tmmism Ati ad 
subsequent regulations. As it stzuu&, the interMom trade has been severely hindered and 
slowed by the increw in the number of impectiom and regulations. With the likelihood thz@ 
tkc will te an intmasc in rcguIt&ions, prwxkuw, tmd filings under the implmtion of the 
Biotemorism Act, the length gf time lo receive imported rnerchsndisc EIS well ti the cost of 
importatian will only irwwse. By adding en&her f&ml 0genq that will insritute its own sets 
of Bioterrorism rcguIatioxrs, this will only cause redundancy tlmt is not needed slice US 
Customs and the L1SlWi have already increasd impmiom at our border in regsr& to 
Rio~errmism. We see this as extraneous security that till not tid in the fight against 
Bioterrorism atd a waste af hw and. finmcial mwurce~. 
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